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(ii) Continue to investigate, con-
sistent with §414.916(b)(2) of this chap-
ter, and within 2 business days of re-
ceipt, do any of the following:

(A) Request a single, 2-business day
extension. No later than the end of any
2-business day extension, the des-
ignated carrier must make findings and
a recommendation as provided in sub-
paragraph (B) or (C).

(B) Submit a recommendation and
relevant findings to CMS that the re-
questing participating CAP physician
be permitted to terminate his or her
participation in the CAP.

(C) Submit a recommendation and
relevant findings to CMS that the re-
questing participating CAP physician
not be permitted to terminate his or
her participation in the CAP.

(ii) In the case of a request made
under §414.908(a)(2)(v)(B), the des-
ignated carrier also shall include in its
recommendation its finding with re-
spect to whether the request is based
on a change in circumstances of which
the participating CAP physician was
previously unaware.

(2) CMS will consider the carrier’s
findings and recommendation and may
also make its own findings. As a result,
CMS will—

(i) Approve or deny the request to
terminate participation in the CAP
within 2 business days of receipt of the
recommendation.

(ii) Communicate the decision to the
appropriate Medicare contractors and
the participating CAP physician.

(3) A denial of the participating CAP
physician’s request to terminate par-
ticipation in the CAP must include
written notification of the right to re-
quest reconsideration under §414.916(c).

(4) Upon termination of participation
in the CAP a physician must—

(i) Continue to submit claims for
drugs supplied and administered under
the CAP prior to the effective date of
the physician’s termination from the
CAP consistent with §414.908(a) until
all such claims are timely submitted.

(ii) Return any unused CAP drugs
that had not been administered to the
beneficiary prior to the effective date
of the physician’s termination from the
CAP to the approved CAP vendor con-
sistent with applicable law and regula-

§414.930

tion and any agreement with the ap-
proved CAP vendor.

(iii) Cooperate in any post-payment
review activities on claims submitted
under the CAP, as required under sec-
tion 1847B(a)(3) of the Act.

(5) An approved CAP vendor that has
billed and been paid for CAP drugs that
have not been administered must re-
fund any payments made by CMS or
the beneficiary and his or her supple-
mental insurer in accordance with
§414.914(h)(3)(1)(2) of this chapter.

[70 FR 39098, July 6, 2005, as amended at 72
FR 66403, Nov. 27, 2007; 74 FR 62013, Nov. 25,
2009]

§414.918 Assignment.

Payment for a CAP drug may be
made only on an assignment-related
basis.

[70 FR 39099, July 6, 2005]

§414.920 Judicial review.

The following areas under the CAP
are not subject to administrative or ju-
dicial review:

(a) The establishment of payment
amounts.

(b) The awarding of vendor contracts.

(c) The establishment of competitive
acquisition areas.

(d) The selection of CAP drugs.

(e) The bidding structure.

(f) The number of vendors selected.

[70 FR 39099, July 6, 2005]

§414.930 Compendia for determination
of medically-accepted indications
for off-label uses of drugs and
biologicals in an anti-cancer
chemotherapeutic regimen.

(a) Definitions. For the purposes of
this section:

Compendium means a comprehensive
listing of FDA-approved drugs and
biologicals or a comprehensive listing
of a specific subset of drugs and
biologicals in a specialty compendium,
for example a compendium of anti-can-
cer treatment. A compendium—

(i) Includes a summary of the phar-
macologic characteristics of each drug
or biological and may include informa-
tion on dosage, as well as recommended
or endorsed uses in specific diseases.

(ii) Is indexed by drug or biological.
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(iii) Has a publicly transparent proc-
ess for evaluating therapies and for
identifying potential conflicts of inter-
ests.

Publicly transparent process for evalu-
ating therapies means that the process
provides that the following informa-
tion from an internal or external re-
quest for inclusion of a therapy in a
compendium are available to the public
for a period of not less than 5 years,
which includes availability on the com-
pendium’s Web site for a period of not
less than 3 years, coincident with the
compendium’s publication of the re-
lated recommendation:

(i) The internal or external request
for listing of a therapy recommenda-
tion including criteria used to evaluate
the request.

(ii) A listing of all the evidentiary
materials reviewed or considered by
the compendium pursuant to the re-
quest.

(iii) A listing of all individuals who
have substantively participated in the
review or disposition of the request.

(iv) Minutes and voting records of
meetings for the review and disposition
of the request.

Publicly transparent process for identi-
fying potential conflicts of interests
means that process provides that the
following information is identified and
made timely available in response to a
public request for a period of not less
than 5 years, coincident with the com-
pendium’s publication of the related
recommendation:

(i) Direct or indirect financial rela-
tionships that exist between individ-
uals or the spouse or minor child of in-
dividuals who have substantively par-
ticipated in the development or dis-
position of compendia recommenda-
tions and the manufacturer or seller of
the drug or biological being reviewed
by the compendium. This may include,
for example, compensation arrange-
ments such as salary, grant, contract,
or collaboration agreements between
individuals or the spouse or minor
child of individuals who have sub-
stantively participated in the review
and disposition of the request and the
manufacturer or seller of the drug or
biological being reviewed by the com-
pendium.
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(ii) Ownership or investment inter-
ests between individuals or the spouse
or minor child of individuals who have
substantively participated in the devel-
opment or disposition of compendia
recommendations and the manufac-
turer or seller of the drug or biological
being reviewed by the compendium.

(b) Process for listing compendia for de-
termining medically-accepted uses of
drugs and biologicals in anti-cancer treat-
ment. (1) The CMS process—

(i) Receives formal written requests
for changes to the list of compendia
during a 30 day window beginning Jan-
uary 15 each year.

(ii) Publishes a listing of the timely,
complete requests by March 15th and
solicits public comment on the re-
quests for 30 days. The listing identi-
fies the requestor and the requested ac-
tion.

(iii) Considers a compendium’s at-
tainment of the MedCAC (Medicare
Evidence Development and Coverage
Advisory Committee, previously known
as the MCAC—Medicare Coverage Advi-
sory Committee) recommended desir-
able characteristics of compendia (in-
cluding explicit listing and rec-
ommendations) in reviewing requests.
CMS may consider additional reason-
able factors.

(iv) Considers a compendium’s grad-
ing of evidence used in making rec-
ommendations regarding off-label uses
and the process by which the compen-
dium grades the evidence.

(v) Considers whether the publication
that is the subject of the request meets
the definition of a compendium in this
section.

(vi) Publishes its decision no later
than 90 days after the close of the pub-
lic comment period.

(2) Ezxception. In addition to the an-
nual process outlined in paragraph
(b)(1) of this section, CMS may inter-
nally generate a request for changes to
the list of compendia at any time.

(c) Written request for review. (1) CMS
will review a complete, written request
that is submitted in writing, electroni-
cally or via hard copy (no duplicate
submissions) and includes the fol-
lowing:

(i) The full name and contact infor-
mation of the requestor.
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(ii) The full identification of the
compendium that is the subject of the
request, including name, publisher, edi-
tion if applicable, date of publication,
and any other information needed for
the accurate and precise identification
of the specific compendium.

(iii) A complete written copy of the
compendium that is the subject of the
request.

(iv) The specific action that is re-
quested of CMS.

(v) Materials that the requestor must
submit for CMS review in support of
the requested action.

(vi) A single compendium as its sub-
ject.

(d) CMS may at its discretion com-
bine and consider multiple requests
that refer to the same compendium.

(e) For the purposes of this section,
publication by CMS may be accom-
plished by posting on the CMS Web
site.

[72 FR 66404, Nov. 27, 2007, as amended at 74
FR 62013, Nov. 25, 2009]

Subpart L—Supplying and
Dispensing Fees

§414.1000 Purpose.

This subpart implements section
1842(0)(2) and section 1842(0)(6) of the
Act, as added by section 303(e)(2) of the
MMA, by specifying a supplying fee for
drugs and biologicals covered under
Part B of Title XVIII of the Act that
are described in sections 1861(s)(2)(J),
1861(s)(2)(Q), and 1861(s)(2)(T) of the
Act.

[69 FR 66425, Nov. 15, 2004]

§414.1001 Basis of payment.

(a) Supplying fees. Beginning in CY
2006—

(1) A supplying fee of $24 is paid to a
pharmacy for the first prescription of
drugs and biologicals described in sec-
tions 1861(s)(2)(J), 1861(s)(2)(Q), and
1861(s)(2)(T) of the Act, that the phar-
macy provided to a beneficiary during
a 30-day period.

(2) A supplying fee of $16 is paid to a
pharmacy for each prescription fol-
lowing the first prescription (as speci-
fied in paragraph (a)(1) of this section)
of drugs and biologicals described in
sections 1861(s)(2)(J), 1861(s)(2)(Q), and
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1861(s)(2)(T) of the Act, that the phar-
macy provided to a beneficiary during
a 30-day period.

(3) A separate supplying fee is paid to
a pharmacy for each prescription of
drugs and biologicals described in sec-
tions 1861(s)(2)(J), 1861(s)(2)(Q), and
1861(s)(2)(T) of the Act.

(b) Supplying fees following transplant.
Beginning CY 2006—(1) A supplying fee
of $50 is paid to pharmacy for the ini-
tial supplied prescription of drugs and
biologicals described in section
1861(s)(2)(J) of the Act, that the phar-
macy provided to a patient during the
first 30-day period following a trans-
plant.

(2) A supplying fee of $16 is paid to a
pharmacy for each prescription fol-
lowing an initial prescription after a
transplant (as specified in paragraph
(b)(1) of this section) of drugs and
biologicals describe in section
1861(s)(2)(J) of the Act, that the phar-
macy provided to a beneficiary during
a 30-day period.

(c) 30-day dispensing fees. Beginning
CY 2006—(1) A dispensing fee of $57 is
paid to a supplier to the extent that
the prescription is for the initial dis-
pensed 30-day supply of inhalation
drugs furnished through durable med-
ical equipment covered under section
1861(n) of the Act, regardless of the
number of partial shipments of that 30-
day supply.

(2) Except for supplied inhalation
drugs that meet criteria described in
paragraph (c)(1) of this section, a dis-
pensing fee of $33 is paid for each dis-
pensed 30-day supply of inhalation
drugs furnished through durable med-
ical equipment covered under section
1861(n) of the Act, regardless of the
number of partial shipments of that 30-
day supply.

(d) 90-day dispensing fee. Beginning
CY 2006, a dispensing fee of $66 is paid
to a supplier for each dispensed 90-day
supply of inhalation drugs furnished
through durable medical equipment
covered under section 1861(n) of the
Act, regardless of the number of partial
shipments of that 90-day supply.

[70 FR 70334, Nov. 21, 2005]
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